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Description

QuikClot® Interventional® consists of a pad to be used in conjunction with 3M
Tegaderm™ adhesive bandage or equivalent. The pad is a soft, white, sterile,
hydrophilic hemostatic dressing and is packaged for aseptic removal. This product
contains kaolin.

Indications

QuikClot Interventional is applied topically as an adjunct to manual compression and is
indicated for the local management and control of surface bleeding from vascular
access sites, percutaneous catheters or tubes utilizing introducer sheaths up to 12 Fr.
or up to 7 Fr. for patients on drug/induced anti-coagulation treatment.

Contraindications
QuikClot Interventional has not been tested on patients with bleeding disorders due to
underlying disease (liver, kidney, or others) and is not indicated for these populations.

Warnings

QuikClot Interventional has been tested in clinical trials and its efficacy has been shown
only in patients treated with anticoagulation medications: heparin, clopidogrel bisulfate
and warfarin. The efficacy of QuikClot Interventional in the presence of other
anticoagulation medications is not known.

Precautions

* For external use only

« Sterility not guaranteed if package is damaged or opened

* Discard if package is damaged

* Avoid contact with eyes

» Use aseptic techniques

* Do not re-sterilize

* Reuse will cause risk of infection and loss of efficacy

» Longer compression time may be required for patients who are hypertensive,
obese, or on drug-induced anticoagulant therapies

Storage Conditions
Keep dry. Keep from heat (including storage in direct sunlight or in direct contact with
heat sources). Store at temperatures of 77° (25°C) or less.

means prescription use only
means sterile barrier system

means medical device

© 2020 Z-Medica, LLC. All rights reserved. Z-Medica trademarks are registered in United States
and other countries. Tegaderm™ is a trademark of 3M.

English 3 of 30



Instructions for Use

English

(1) Remove hemostatic pad from packaging and place pad
into sterile field, using aseptic technique. Do not wet the pad
with saline before using it.

(2) Place the hemostatic pad on the puncture site. Apply
manual compression on the pad for at least 5 minutes or

until bleeding stops. Note: Arterial punctures using large
dilators will require longer manual compression time.
Following placement of the hemostatic pad, health care
professionals are encouraged to continue to use the standard
of care at their institution regarding site care, time to
ambulation and time to patient discharge.

(3) Without moving or lifting the pad, apply Tegaderm
adhesive bandage or equivalent over pad while maintaining
manual compression on the pad. Secure adhesive bandage
to skin.

(4) The hemostatic pad should be changed every 24 hours
or more often, if required. To change bandage, gently peel
away adhesive bandage and gently remove pad.
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PRECLINICAL DATA

Animal testing has been performed to demonstrate compatibility of the QuikClot
and drug/induced anticoagulant therapy.

Study Name/Description

Pre-clinical evaluation of QuikClot in an anticoagulated swine model.

Objective

To evaluate the efficacy of kaolin, the active ingredient in Z-Medica'’s
QuikClot in controlling bleeding in animals treated with common drugs
such as Coumadin and Plavix.

Number of sites/investigators (OUS/US)

One site (US) and one investigator.

Number of animals/wounds

Ten pigs were divided in 2 groups (five animals each):

One group received Plavix at 75 mg/day orally for > 5 days. The second
group received daily doses of Coumadin until INR was > 3.

187 intra-abdominal vascular injuries (splenic, liver and mesenteric)
were tested. Injuries consisted of surgically inflicted wounds with mixed
arterial and venous bleeding. The size of the wounds were 5 cm in length
and 3-5 mm in depth for liver and spleen and 2 mm of depth for the
mesentery.

Procedure

In combination with manual pressure, QuikClot was applied to a series of
wounds to the liver, spleen, mesentery and femoral artery and compared
to standard surgical gauze. The study was prospective, open label, ran-
domized 1:1 between QuikClot and control.

Manual compression was applied over the wounds for 5 minutes and
then released.

Success/Failure criteria

Success = complete bleeding cessation within 5 minutes.
Failure = persistent bleeding at 5 minutes.

Study results

Animals treated with Coumadin and QuikClot showed successful control
of bleeding in 94.5% of wounds. Animals treated with Coumadin and
control gauze showed control of bleeding in 24% of wounds.

Animals treated with Plavix and QuikClot showed successful control of
bleeding in 91.2% of wounds. Animals treated with Plavix and control
gauze showed control of bleeding in 29.7% of wounds.

QuikClot versus Control in Coumadin treated Pigs (n=5)

Pass Fail Total
Test 52 3 55
Control 9 29 38
93

QuikClot versus Control in Plavix treated Pigs (n=5)

Pass Fail Total
Test 52 5 57
Control 1" 26 37
9

Adverse events

No animals died because of bleeding. The wounds where QuikClot did
not control bleeding completely within 5 minutes required some addition-
al manual compression time to achieve hemostasis.
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CLINICAL DATA

Several peer reviewed clinical publications support the use of QuikClot in human patients
on drug/induced anticoagulant therapy.

Study Name/Description

Trabattoni D, et al. A New Kaolin-based Hemostatic Bandage Use
after Coronary Diagnostic and Interventional Procedures. Int J Cardiol.
2012;156(1):53-54.

Number of sites/investigators
(OUS/US)

One site (OUS) and three investigators.

Number of subjects 40 subjects

Inclusion/Exclusion Patients undergoing diagnostic angiography or Percutaneous Coronary
Intervention (PCI) via a femoral artery approach.
Exclusion not described in publication.

Procedure Prospective single arm pilot trial of QuikClot in cardiac catheterization.

Introducer sheath size 6 Fr (90%) or 7 Fr (10%).
Femoral artery sheath removed once the ACT < 180 seconds.
All patients were treated with QuikClot after arterial sheath removal.

Study endpoints and assessment
protocol

Complete bleeding cessation at 5 minutes and safe ambulation at 4 hours.

Duration of follow-up

30 days

Patient demographics

75% male, age 68+/-11 years

Patient condition

Patient undergoing diagnostic angiogram (62%) or PCI (38%) via femoral artery
approach using 6F (90%) or 7F (10%) sheath.

QuikClot (n=40)
LMW Heparin 2.5%
Aspirin + Clopidogrel 27.5%
Aspirin 60%
Aspirin + Warfarin 5%
IV Heparin 38%
No anticoagulation 5%

Study results

Mean ACT value at hemostasis 138 + 24 sec (range 95-186 sec).
Mean cumulative hemostasis time 4.9+1.05 min.

Diagnostic procedures 4.2+0.9 min.

Interventional procedures 5.3£0.95 min.

Ambulation time 4 h for all patients.

Adverse events

One PCI patient required extra compression time to achieve hemostasis and
developed a small (< 5¢cm) hematoma.

6 of 30




CLINICAL DATA

Study Name/Description

Politi L, et al. Randomized Clinical Trial on Short-Time Compression with
Kaolin Filled Pad: A New Strategy to Avoid Early Bleeding and Subacute
Radial Artery Occlusion after Percutaneous Coronary Intervention. J Internat
Card. 2011; 24(1):65-72.

Number of sites/investigators (OUS/US)

One site (OUS) and ten investigators.

Number of subjects

120 subjects divided in 3 groups:
Group 1 (QuikClot 15 minute compression, n=50), Group 2 (control — 15
minute compression, n=20), Group 3 (control 2 hour compression, n=50).

Inclusion/Exclusion

All patients undergoing transradial elective diagnostic or interventional
coronary procedures between November 1, 2009 and January 31, 2010.
Abnormal Allen’s test before puncture excluded.

Failure to provide written informed consent excluded.

Procedure

QuikClot was applied to the radial artery over the sheath which was then
removed. Pressure was maintained for 15 minutes and then completely
relaxed.

Study endpoints and assessment protocol

The main end-point was subacute Radial Artery Occlusion (RAO).

The secondary end-point was failure of the closure technique (death, Ml or
major bleeding occurring in hospital).

Groups 1 and 2: 15 minute assessment for bleeding.

Group 3: 2 hour assessment for bleeding.

All groups: Radial artery patency assessed at 24 hours using Barbeau'’s
Test.

Duration of follow-up

Until patient discharge and follow-up visit. Follow-up at 6 months was done
for patients who developed RAO.

Patient demographics Age (years) Group 1 =64.16 + 11.53, Group 2 = 61.30 £ 14.22, Group 3 =
59.72 £ 14.23
Male Group 1 = 37 (74%), Group 2 = 14 (70%), Group 3 = 36 (72%)
Weight (kg) Group 1 =76.42 £ 11.13, Group 2 = 80.00 + 14.96, Group 3 =
82.02 £ 13.26

Patient condition QuikClot Control Group 1 Control Group 2
[Aspirin 76 (92%) 79 (95%) 50 (100%)
Clopidogrel 10 (20%) 2(10%) 11(22%)
LMW Heparin 8 (16%) 5 (25%) 5 (10%)
Warfarin 6 (12%) 5 (25%) 5 (10%)
I\ heparin 100% 100% 100%
No anticoagulation 0% 0% 0%

veral patients received multiple therapi
Study results While a total of 150 patients were planned to be enrolled, the study stopped

enrolling group 2 subjects after the 20th patient due to unethically high rates
of bleeding.

None of the patients enrolled in Group 1 (QuikClot) developed RAO the main
outcome variable.

Among patients enrolled in Group 2, RAO occurred in 1 case (5%) and
among Group 3 in 5 cases (10%).

Adverse events

Active bleeding after compression removal:

Group 1: 10 patients (20%)

Group 2: 18 (90%)

Group 3: 1 (2%)

In all cases, hemostasis was achieved with a supplementary compression
for 2 hours that did not produced any RAO in Group 1.
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CLINICAL DATA

Study Name/Description

Trabattoni D, et al. A New Kaolin-based Haemostatic Bandage
Compared with Manual Compression for Bleeding Control after
Percutaneous Coronary Procedures; Eur Radiol, 2011 Aug 21(8):
1687-91.

Number of sites/investigators (OUS/US)

One site (OUS) and six investigators.

Number of subjects

200 subjects. Prospective randomized trial of QuikClot (n=100) vs.
manual compression (n=100)

Inclusion/Exclusion

Undergoing angiography or Percutaneous Coronary Intervention
(PCl)via a femoral approach.

Patients with baseline INR > 1.4 excluded.

Patients who had previous arterial access at the same femoral site
within 30 days excluded.

Procedure

Femoral arterial sheath removed once the ACT < 180 seconds.
Patients randomized to receive QuikClot or manual compression after
femoral sheath removal.

Patient ambulation at 4 hours.

Study endpoints and assessment protocol

Complete bleeding cessation at 5 minutes and safe ambulation at 4
hours.

Duration of follow-up

30 days

Patient demographics

Male 70% QuikClot vs. 60% control.

Mean age (years) 65.7+13 QuikClot vs. 73.6+6.2 control.
Weight (kg) 73.9£12 QuikClot vs. 71.2+15 control.
Diagnostic procedure (n=98) or PCI (n=102).

Introducer sheath size 6 Fr (90%) or 7 Fr (10%).

Patient condition

QuikClot Control
LMW Heparin 4% 2%
Aspirin + Clopidogrel 29% 26%
Aspirin 60% 60%
Aspirin + Warfarin 7% 3%
IV Heparin 51% 49%
No anticoagulation 0% 9%

Study results

Mean ACT value at hemostasis 146 + 24 sec (range 98 — 198 sec).
Hemostasis with QCI bandage 5.4 + 1.5 min.

Hemostasis with manual compression 25 £15 min, p<0.001.

No hemostasis failure in either group.

Adverse events

Major Bleeding: 1 patient in each group.

Haematoma > 5 cm: 1 patient* QuikClot vs. 2 patients control.
Pseudoaneurysm: 1 patient* QuikClot vs. 1 patient control.
*Same patient
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Popis

Vyrobek QuikClot® Interventional®se sklada z polstarku pouzivaného spoleéné s adhezivni
kryci naplasti 3M Tegaderm™ nebo jinou odpovidajici naplasti. PolStarek je mekky bily sterilni
hydrofilni hemostaticky obvazovy material a je zabalen pro aseptické vyjmuti. Tento pfipravek
obsahuje kaolin.

Indikace

QuikClot Interventional je aplikovan mistné jako pomucka pro manuaini kompresi a je urcen pro
lokalni oSetfeni a kontrolu povrchového krvaceni z mist cévniho pfistupu, perkutannich katetr(
Ci trubiek pouzivajicich zavadéci pouzdra do 12 Fr. nebo do 7 Fr. u pacientu uzivajicich Iéky /
indukovanou antikoagulacni lecbu.

Kontraindikace
QuikClot Interventional nebyl testovan u pacient( s krvacivosti z dGvodu zakladniho
onemocnéni (jater, ledvin nebo jinych) a pro tuto populaci neni indikovan.

VAROVANi

Produkt QuikClot Interventional byl testovan v klinickych studiich a jeho Ucinnost byla prokazéana
pouze u pacientl lé¢enych témito antikoagulancii: heparin, clopidogrel bisulfat a warfarin.
Uginnost QuikClot Interventional v pitomnosti dal$ich antikoagulancii neni znama.

Upozornéni

* Pouze pro vnéjSi pouziti

« Sterilita neni zarucena v pfipadé, ze je obal poSkozen nebo otevien

+ Je-li obal poSkozen, baleni vyhodte

* Zamezte styku s oima

* Pouzijte aseptické techniky

* Nesterilizujte opakované

+ Opakované pouziti mize zpuUsobit riziko infekce a ztraty uginnosti

* Del$i ¢as komprese mUZe byt vyZzadovan u pacientl, ktefi maji hypertenzi, obezitu, nebo
ktefi podstupuji Iéky indukovanou antikoagulacni [éCbu

Podminky pro uchovavani
Uchovévejte v suchu. Nevystavujte teplu (véetné pfimého slunce nebo pfimého
kontaktu se zdroji tepla). Uchovavejte pfi teploté 25 °C nebo niZsi.

znamena pouze na ékafsky predpis

znamena sterilni bariérovy systém

znamena zdravotnicky prostiedek

© 2020 Z-Medica, LLC. V8echna prava vyhrazena. Ochranné znamky spole¢nosti Z-Medica jsou registrovany ve
Spojenych statech a v dalSich zemich. Tegaderm™ je ochranna znédmka spole¢nosti 3M.
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Czech

(1) Vyjméte hemostaticky polStarek z obalu a pfemistéte jej
do sterilniho pole s pouzitim sterilni techniky. PolStarek pred
pouzitim nezvlhCuijte fyziologickym roztokem.

(2) Prilozte hemostaticky poltafek na misto vpichu.
PritlaCujte polStarek rukou nejméné po dobu 5 minut, nebo
dokud krvaceni neustane. Poznamka: Arterialni punkce
vyuzivajici velké dilatatory budou vyzadovat delSi Cas
pfitlaCeni rukou. Po pfilozeni hemostatického polstarku se
doporucuje, aby zdravotnici pfi oSetfeni mista vpichu a ur€eni
doby, kdy muze pacient zacit chodit nebo byt propustén, dale
postupovali podle standard( zdravotni péce svého pracovisteé.

(3) Polstarkem nehybejte ani jej nezvedejte a za stalého
pfitlaCovani rukou pres n&j umistéte adhezivni kryci naplast
Tegaderm nebo jinou odpovidajici naplast. Adhezivni kryci
naplast peclivé prilepte na pokozku.

(4) Hemostaticky polstarek by mél byt vyménovan kazdych
24 hodin nebo Castéji, je-li to tfeba. Pfi vyméneé opatrné
sloupnéte kryci naplast a jemné sejméte polstarek.
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Description

QuikClot® Interventional® consiste en un coussin a utiliser avec le bandage adhésif 3M
Tegaderm™ ou un produit équivalent. Le coussin se compose d’'un pansement hémostatique
hydrophile doux, blanc et stérile et est emballé de maniére a permettre un retrait aseptisé. Ce
produit contient du kaolin.

Indications

QuikClot Interventional est appliqué localement en complément a la pression manuelle et est
indiqué pour la gestion locale et le contréle des saignements superficiels provenant des zones
d’acces vasculaires, des sondes ou des cathéters percutanés qui utilisent des gaines d’insertion
jusqu’a 12 Fr ou jusqu’a 7 Fr, chez les patients recevant un traitement anticoagulant.

Contre-indications

QuikClot Interventional n’a pas été testé sur les patients souffrant de troubles de la coagulation
liés a une maladie sous-jacente (hépatique, rénale ou autre) et n’est pas indiqué pour ces
populations.

AVERTISSEMENTS

QuikClot Interventional a fait I'objet d'essais cliniques, et son efficacité n'a été prouvée que sur des
patients traités par anticoagulants: héparine, clopidogrel bisulfate et warfarine. L'efficacité de
QuikClot Interventional en présence d'autres traitements anticoagulants n'est pas connue.

Précautions

* Pour usage externe uniquement

* La stérilité n’est pas garantie si 'emballage est endommagé ou ouvert

* Jeter le produit si 'emballage est endommagé

« Eviter tout contact avec les yeux

« Utiliser des techniques aseptiques

* Ne pas stériliser a nouveau

* La réutilisation entrainera un risque d’infection et une perte d’efficacité

* Une durée de compression plus longue peut s’avérer nécessaire pour les patients
hypertendus, obéses ou recevant un traitement anticoagulant

Conditions de stockage

Conservez le produit au sec. Conservez le produit a I'abri de la chaleur (évitez toute exposition
directe a la lumiére du soleil ainsi que tout contact direct avec une source de chaleur).
Conservez le produit a une température de 25°C ou moins.

Rx ONLY| signifie utilisation exclusivement sur ordonnance.

signifie systéme de barriere stérile

signifie un dispositif médical

© 2020 Z-Medica, LLC. Tous droits réservés. Les marques déposées de Z-Medica sont enregistrées aux
Etats-Unis et dans d’autres pays. Tegaderm™ est une marque déposée de 3M.
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Mode d’emploi

French

(1) Retirer le coussin hémostatique de son emballage et le placer
dans un champ stérile en utilisant une technique stérile. Ne pas
mouiller le coussin avec une solution saline avant I'utilisation.

(2) Placer le coussin hémostatique sur la zone de ponction.
Effectuer une compression manuelle sur le coussin pendant au
moins 5 minutes ou jusqu’a ce que le saignement cesse.

Remarque : les ponctions artérielles utilisant de grands dilatateurs
nécessiteront une durée de compression manuelle plus longue.
Apres 'application du coussin hémostatique, les professionnels de la
santé sont encouragés a continuer d’appliquer les normes de
diligence de leur établissement concernant les soins prodigués,

le délai avant la marche et celui avant 'autorisation de sortie du
patient.

(3) Sans déplacer ou soulever le coussin, appliquer un bandage
adhésif Tegaderm, ou un équivalent, sur le coussin en maintenant
une compression manuelle sur celui-ci. Fixer le bandage adhésif
sur la peau.

(4) Le coussin hémostatique doit étre changé toutes les 24 heures
ou plus souvent, au besoin. Pour changer le bandage, décoller
délicatement le bandage adhésif et retirer doucement le coussin.
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Beschreibung

QuikClot® Interventional® besteht aus einem Pad, das zusammen mit dem 3M
Tegaderm™-Haftverband oder einem gleichwertigen Produkt verwendet wird. Das Pad ist eine
weiche, weille, sterile, hydrophile hdmostatische Wundauflage und ist zwecks aseptischer
Entfernung verpackt. Dieses Produkt enthalt Kaolin.

Indikationen

QuikClot Interventional wird topisch als Ergénzung zur manuellen Kompression eingesetzt und

ist bei einer 6rtlichen Behandlung und zur Kontrolle von oberflachlichen Blutungen aus vaskularen
GefalRzugangen, perkutanen Kathetern oder Schlauchen indiziert, wenn mit Einfilhrschleusen bis
zu einem Durchmesser von 12 Fr. gearbeitet wird bzw. bis zu 7 Fr. bei Patienten, die sich einer
medikamentds induzierten Behandlung zur Hemmung der Blutgerinnung unterziehen.

Kontraindikationen

QuikClot Interventional wurde nicht bei Patienten mit krankheitsbedingten Blutgerinnungsstérungen
(im Zusammenhang mit Leber, Niere oder anderen Organen) getestet und ist fur solche Personen
daher nicht geeignet.

ACHTUNG

QuikClot Interventional wurde klinisch geprift. Die Wirksamkeit ist ausschlief3lich fur Patienten
nachgewiesen, die mit folgenden Gerinnungshemmern behandelt werden: Heparin,
Clopidogrel-Bisulfate und Warfarin. Die Wirksamkeit von QuikClot Interventional in
Zusammenhang mit anderen Gerinnungshemmern ist unbekannt.

VorsichtsmaRnahmen

* Nur zur externen Anwendung

« Sterilitét bei gedffneter oder beschadigter Verpackung nicht garantiert

* Bei beschadigter Verpackung entsorgen

» Kontakt mit den Augen vermeiden

* Aseptische Methoden anwenden

* Nicht erneut sterilisieren

* Eine Wiederverwendung verursacht ein Infektionsrisiko und den Verlust der Wirksamkeit

* Bei hypertensiven oder Ubergewichtigen Patienten bzw. bei Patienten, die sich einer
medikamentds induzierten Behandlung zur Hemmung der Blutgerinnung unterziehen, kénnte
eine langere Kompressionszeit notwendig sein

Aufbewahrung
Kihl und trocken lagern (vor direkter Sonneneinstrahlung und direktem Kontakt mit Warmequellen
schitzen). Nicht Uber +25 °C lagern.

bedeutet nur auf Rezept erhéltlich
steht fiir Sterilbarrieresystem

steht fur Medizinprodukt

© 2020 Z-Medica, LLC. Alle Rechte vorbehalten. Die Warenzeichen von Z-Medica sind in den Vereinigten
Staaten und anderen Landern eingetragen. Tegaderm™ ist eine Marke von 3M.
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Anleitung

(1) Die hamostatische Wundauflage aus der Verpackung nehmen und
mit steriler Technik in das sterile Feld einbringen. Die Wundauflage vor
dem Gebrauch nicht mit Kochsalzlésung befeuchten.

(2) Die hamostatische Wundauflage auf die Punktionsstelle legen.
Mindestens 5 Minuten oder bis die Blutung stoppt manuellen

Druck auf die Wundauflage austben. Hinweis: Arterielle Punktionen
mit grélReren Dilatatoren erfordern eine langere manuelle
Kompressionszeit. Das medizinische Fachpersonal sollte nach der
Platzierung des hdmostatischen Pads mit der Standardversorgung
an seiner Institution bezuglich der Versorgung der Stelle, Zeit bis
zum Gehen und Zeit bis zur Entlassung des Patienten fortfahren.

. (3) Ohne das Pad zu bewegen oder abzuheben, einen
Tegaderm-Haftverband oder ein gleichwertiges Produkt Gber dem

Pad anbringen und dabei den manuellen Druck aufrechterhalten.
Den Haftverband an der Haut sichern.

(4) Das hamostatische Pad sollte alle 24 Stunden oder bei Bedarf
auch o6fter gewechselt werden. Um den Verband zu wechseln, den
Haftverband vorsichtig abziehen und das Pad vorsichtig entfernen.
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Mepiypaepn

To QuikClot® Interventional® atmoreAsital atmd éva eTTiBepa TTOU XPNOIUOTIOIEITAI OE CUVOUOOUO

ME TOV auToKOAANTO £TTidecpo 3M Tegaderm™ A avrtioToixo mideopo. To emiBepa gival

€vag HOAaKOG, AEUKOG, OTEIPOG, UOPOPIAOG QINOOTATIKOG ETTIOECHOG KAl TTAPEXETAI CUCKEUATUEVOG
yla donTrTn a@aipeon. AuTo TO TTPOIOV TTEPIEXEI KAOAIVN.

Evdeigeig

O QuikClot Interventional e@apu6leTal TOTTIKA WG CUUTTARPWUA 0T XEIPOKIVNTH CUMTTIECN KAl
eVOEIKVUTAI YIO TNV TOTTIKY OIAXEIPION KAl TOV EAEYXO TWV ETTIPAVEIAKWYV AIJOPPAYIWY OTTO AYYEIOKEG
Béoeig TTpOoRaong, SI0dEPUIKOUG KABETAPES 1] CWANVAKIA TTOU XPNOIKUOTTOIoUV TTEPIBARUATA
eloaywyéa €wg 12 Fr. 1 €wg 7 Fr. yia Toug aoBeveic oe BepaTtreia ue AvTITINKTIKI dpdon
TTpoKaAoU eV aTTd QAPHAKA.

Avtevoeigeig

O QuikClot Interventional dev £xel dokiaoTel o€ A0OEVEIG PE AIHOPPAYIKES dIATAPAXES TTOU
opeilovTal O€ UTTOKEIMEVN VOOO (NTTATIKA, VEQPIKN 1] AAAEG) Kal dEV EVOEIKVUTAI VIO AUTOUG TOUG
TTANBuoHOUG.

MPOEIAOMNOIHZEIZ

To QuikClot Interventional £xel dokipaoTel o€ KAIVIKEG DOKIPEG KAl N ATTOTEAEOUATIKOTATA TOU £XEI
dlammoTweei pévov oe aoBeveig TTou AapBdvouv avTITINKTIKA aywyn: nTrapivn, B1IKry KAOTTIOOYPEAN
Kal Bapgapivn. H amoteAeoparikotnta Tou QuikClot Interventional Trapoucia GAAWV avTITTNKTIKWV
QPAPPAKWY TTOPAPEVEI AYVWOTH.

Mpo@uAdgeig

* Mbvo yia eEwTEPIKN Xprion

* H oTeipoTNTa TOU TTPOIGVTOG BEV €ival eyyunuévn €AV N CUOKEUOOIA €XEI UTTOOTEI {NUIA 1] €XEI
QVOIXTEI

* ATTOPPIYTE TO TTPOIOV €AV N CUCKEUOOIA £XEI UTTOOTEI {NUIG

* ATTOQEUYETE TNV ETTAPN UE TA PATIO

* XpNOIYOTIOIEITE AONTITEG TEXVIKES

* Mnv €TTQVATTIOOTEIPWVETE

* H eTravaAnTrTikf xprion 6a mpokaAéoel Kivouvo HOAUVOoNG Kal OTTWAEID ATTOTEAECOUATIKOTNTAG

* Mtropei va atraiteital TePICoOTEPOG XPOVOG CUMTTIEONG VIO UTTEPTACIKOUG Q0BEVEIG, TTaXUOOPKOUG
aoBeveic ] aoBeveic o€ Bepartreia Pe avTITINKTIKA dpdon TTPOKAAOUPEVN aTTO GAPUOKA.

ZuvOnkeg arodnkeuong
QuAdooetal og ENpd PEPOG. MpouAdETe atrd Tn BepudTnTa (CUPTTEPIAQUBAVONEVOU, VO UNV

atrobnkeveTal o€ Auean NAIaKr akTivoBoAia ) o€ duean eTagn he TTNYEG BeppoTnTag). PUAdoCETAl
o€ Beppokpaoieg xaunAdTepes Twv 25 °C.

Onuaivel yia xpron JOvo KatoTTv ouvtayoypaenong

onuaivel cUCTNHA OTEIPOU PPAYUOTOS

ONMAivel 10TPOTEXVOAOYIKO TTPOIOV

© 2020 Z-Medica, LLC. Mg emmi@uAagn mavtog dIkaiwpartog. Ta eutropikd ofjuata Tng Z-Medica £xouv kataTeOei
oTIg Hvwpéveg MoAiTeieg AuepIkng Kal AAAeG Xwpeg. To Tegaderm™ gival eptmopikd oAua 1ng 3M.
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Greek

(1) ApaipéoTe TO QIPOOTATIKO E£TTIOEA ATTO TN OCUCKEUQOIQ TOU
Kal TOTTOBETACTE TO €TTIBEUQ 0TO OTEIPO TTEDIO, PE TN XPHON
donTITNG TEXVIKAGS. MNV uypaiveTe TO £TTIOEPA e AAATOUXO
OlIdAupa TTpIV TN XPHon Tou.

(2) TotroBeTriOTE TO AINOOTATIKO ETTIBEUQ OTN B€oN

TTAPAKEVTNONG. ZUPTTIECTE TO ETTIBEUA PJE TO XEPI VIO TOUAAXIOTOV

5 Aetr1d | £w¢ 6TOU TTAUCEI N aloppayia. Znueiwon: O1 apTNPIAKES
TTAPOKEVTHOEIG JE TN XPon MEYAAou peyEBoug SIaOTOAEWV aTTaITOUV
TTEPIOTOTEPO XPOVO XEIPOKIVNTNG cupTTiEoNG. MeTd Tnv TOTT00€TNON
TOU QIJOCTATIKOU ETTIOEPATOG, CUVIOTATAI BEPUA OTOUG ETTAYYEAUATIEG
UYEIaG va ouveEXIoOUV T XPrion Tou TTPOTUTTOU PPOVTIdAG TTOU
EQPAPPOLOUV OTO IBPUUA TOUG OXETIKA HE TN QPOVTIOA TOU OnuEiou,

TOV XPOVO KIVNTOTTOINONG KAl TOV XPOVO £wG TO £EITHPIO TOU a0BevVOUG.

(3) Xwpic va a@aip€CETE 1] VO AVOONKWOETE TO ETTIOEUA, EQAPPOOTE
TOV auTOKOAANTO £TTidECPO Tegaderm r} avTioTOIXO ETTIOECHO TTAVW
aTro TO EMMIOEPA dIATNPWVTAG TTAPAAANAQ XEIPOKIVNTN CUUTTIECT OTO
eTTiBepa. TOTTOBETAOTE ACPAAWG TOV AUTOKOAANTO ETTIOECHO OTO
Oépa.

(4) To aipooTaTikod eTTiBepa Ba TTPETTEl va aAAAleTal KABE 24 WPES N
Mo ouxVd, e@oéoov attaiteital. [Na va aAAdgeTe TO eTTIBEpO
¢eKOANAOTE ATTAAd TOV QUTOKOAANTO ETTIOECUO KAl APAIPETTE ATTAAA
TO €TTIBEMQ.
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Descrizione

QuikClot® Interventional® & costituito da un tampone da utilizzare insieme alla benda adesiva
3M Tegaderm™ o a un prodotto equivalente. Il tampone € costituito da una medicazione idrofila,
sterile per emostasi, di consistenza soffice e di colore bianco, confezionata per consentirne la
rimozione asettica. Questo prodotto contiene caolino.

Indicazioni

QuikClot Interventional & applicato a livello topico in aggiunta alla compressione manuale ed é
indicato per la gestione e il controllo locale del sanguinamento di superficie da siti di accesso
vascolare, cateteri o tubi percutanei utilizzando introduttori a guaina fino a 12 Fr. o fino a 7 Fr. per
pazienti sottoposti a trattamento anticoagulante farmaceutico/indotto.

Controindicazioni
QuikClot Interventional non é stato testato su pazienti affetti da disturbi di sanguinamento dovuti a
una malattia sottostante (fegato, reni o altri) e non € indicato per queste popolazioni.

AVVERTENZE

QuikClot Interventional & stata testata durante gli studi clinici e la sua efficacia & stata dimostrata
solo su pazienti trattati con farmaci anticoagulanti, quali eparina, Clopidogrel bisolfato e warfarin.
L'efficacia di QuikClot Interventional con altri farmaci anticoagulanti non & nota.

Precauzioni

* Esclusivamente per uso esterno

* La sterilita non & garantita qualora la confezione risulti danneggiata o aperta

« Scartare qualora la confezione risulti danneggiata

» Evitare il contatto con gli occhi

 Usare tecniche asettiche

* Non risterilizzare

* Il riutilizzo causa rischi di infezioni e perdita di efficacia

» Un tempo di compressione piu lungo pud essere necessario per pazienti ipertesi, obesi o
sottoposti a terapie anticoagulanti indotte da farmaci

Condizioni di conservazione
Tenere asciutto. Tenere lontano da fonti di calore (tra cui, conservazione alla luce diretta del sole
o a contatto diretto con fonti di calore). Conservare a temperature non superiori a 25 °C.

Rx ONLY| significa utilizzo esclusivamente dietro presentazione di ricetta medica

significa sistema sterile a barriera

significa dispositivo medico

© 2020 Z-Medica, LLC. Tutti i diritti riservati. | marchi commerciali di Z-Medica sono registrati negli Stati
Uniti e in altri paesi. Tegaderm™ & un marchio commerciale di 3M.
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Istruzioni

(1) Rimuovere il tampone emostatico dalla confezione e posizionarlo
nel campo sterile utilizzando una tecnica sterile. Non bagnare il
tampone con soluzione fisiologica prima dell’'uso.

(2) Applicare il tampone emostatico sul sito della puntura.
Esercitare una compressione manuale sul tampone per almeno 5
minuti o fino all’arresto dell’emorragia. Nota: per le punture arteriose
effettuate usando dilatatori di grandi dimensioni, & necessaria una
compressione manuale di piu lunga durata. Dopo l'applicazione del
tampone emostatico, i professionisti medico-sanitari sono invitati a
continuare ad applicare gli standard di trattamento adottati
correntemente dal loro istituto per quanto concerne il trattamento del
sito della puntura, il periodo di tempo fino alla deambulazione e |l
periodo di tempo fino alla dimissione del paziente.

(3) Senza spostare o sollevare il tampone, applicare la benda adesiva
Tegaderm o un prodotto equivalente sopra il tampone, mantenendo
la compressione manuale sul tampone. Fissare la benda adesiva alla
cute.

(4) Il tampone emostatico deve essere cambiato ogni 24 ore o con
una frequenza maggiore, se necessario. Per cambiare la benda,
staccare delicatamente la benda adesiva e rimuovere delicatamente
il tampone.
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Opis

QuikClot®Interventional ® sktada sie z podktadki do uzycia w potgczeniu z opatrunkiem
samoprzylepnym 3M Tegaderm™ lub jego odpowiednikiem. Podktadka jest miekkim, biatym,
jatowym, hydrofilowym, hemostatycznym opatrunkiem, ktérej opakowanie umozliwia
wyciggniecie jej z zachowaniem aseptyki. Ten produkt zawiera glinke kaolinowa.

Wskazania

QuikClot Interventional stosuje sie miejscowo jako srodek pomochniczy przy ucisku recznym; jest on
wskazany do miejscowego tamowania oraz kontrolowania powierzchniowego krwawienia z miejsc
dostepu naczyniowego, przy stosowaniu przezskornych cewnikow lub rurek z koszulkami o
Srednicy do 12 Fr lub do 7 Fr u pacjentéw w trakcie farmakologicznego leczenia.
przeciwzakrzepowego.

Przeciwwskazania

QuikClot Interventional nie zostat przebadany u pacjentéw z zaburzeniami krzepniecia
spowodowanymi chorobami wspotistniejgcymi (watroby, nerek lub innymi) i nie jest wskazany w
tych przypadkach.

OSTRZEZENIE

Opatrunek QuikClot Interventional byt testowany w prébach klinicznych, a jego skuteczno$¢
wykazano tylko w przypadku pacjentow leczonych lekami przeciwzakrzepowymi: heparyna,
wodorosiarczanem klopidogrelu oraz warfaryng. Skuteczno$¢ opatrunku QuikClot Interventional w
obecnosci innych lekdéw przeciwzakrzepowych jest nieznana.

Srodki ostroznosci

» Wytgcznie do uzytku zewnetrznego

* Nie mozna zagwarantowac sterylnosci, jezeli opakowanie zostato uszkodzone lub otwarte

* Wyrzuci¢, jezeli opakowanie zostato uszkodzone

* Unika¢ kontaktu z oczami

* Stosowac technike aseptyczng

* Nie sterylizowa¢ ponownie

* Produkt ponownie uzyty moze by¢ zrédtem infekcji i moze by¢ nieskuteczny

* W przypadku pacjentéw z nadcisnieniem tetniczym, otytych lub w trakcie farmakologicznego
leczenia przeciwzakrzepowego moze by¢ wymagany dtuzszy ucisk

Warunki przechowywania

Chroni¢ przed wilgocig. Chroni¢ przed cieptem (dotyczy to w szczegbIno$ci przechowywania w
miejscach bezposrednio nastonecznionych i w kontakcie ze zrédtami ciepta). Przechowywac w
temperaturze maksymalnie 25°C.

oznacza, ze lek dostepny jest tylko na podstawie recepty

oznacza system bariery sterylnej

oznacza wyrob medyczny

© 2020 Z-Medica, LLC. Wszelkie prawa zastrzezone. Znaki towarowe Z-Medica sg zarejestrowane w
Stanach Zjednoczonych i w innych krajach. Tegaderm™ to znak towarowy 3M.
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Instrukcje

(1) Hemostatyczng podktadke wyjgc¢ z opakowania i umiesci¢ w polu
sterylnym przy zachowaniutechniki sterylnej. Przed uzyciem
podktadki nie zwilzac¢ jej solg fizjologiczna.

(2) Podktadke hemostatyczng umie$ci¢ w miejscu przebicia.
Zastosowac ucisk reczny na podktadke przez przynajmniej 5 minut
lub do czasu ustania krwawienia. Uwaga: Przypadki naktucia tetnicy
przy uzyciu duzych rozwieraczy wymagajg dtuzszego czasu
zastosowania ucisku recznego. Po zatozeniu podktadki
hemostatycznej pracownikéw stuzby zdrowia zacheca sie do
dalszego stosowania standarddéw opieki obowigzujgcych aktualnie
w ich miejscu pracy, a dotyczgcych pielegnacji miejsca urazu, czasu
do pionizacji oraz czasu do wypisu pacjenta.

(3) Nie poruszajgc ani nie podnoszgc podktadki zatozy¢ opatrunek
samoprzylepny Tegaderm lub jego odpowiednik na podktadke,
réownoczesnie w dalszym ciggu stosujgc ucisk reczny na podktadke.
Przymocowac opatrunek samoprzylepny do skory.

(4) Podktadke hemostatyczng nalezy zmienia¢ co 24 godziny lub
czesciej, jesli jest to konieczne. Aby dokonac¢ zmiany opatrunku,
nalezy delikatnie odciggng¢ samoprzylepny opatrunek i ostroznie
usungc¢ podktadke.
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Descricao

QuikClot® Interventional® consiste em uma compressa a ser utilizada com a
bandagem adesiva 3M Tegaderm™ ou equivalente. A compressa corresponde a uma
compressa hemostatica hidrofilica branca, macia e estéril embalada para retirada
asséptica. Este produto contém caulim.

Indicagdes

QuikClot Interventional é aplicada de forma tépica como um adjunto a compressao
manual e é indicada para o controle local e controle do sangramento superficial de
regides de acesso vascular, tubos ou cateteres ou percutaneos utilizando bainhas
introdutérias de até 4 mm (12 Fr.) ou até 2,33 mm (7 Fr.) para pacientes em tratamento
anticoagulante induzido por farmaco.

Contraindicagbes

QuikClot Interventional n&o foi testada em pacientes com disturbios de sangramento
decorrentes de uma doenca de base (renal, hepatica ou outra), ndo sendo indicada
para essas populagdes.

Atencéao

QuikClot Interventional foi testada em estudo clinicos e sua eficacia foi mostrada
apenas em pacientes tratados com medicagdes anticoagulantes: heparina, bissulfato
de clopidogrel e varfarina. A eficacia de QuikClot Interventional na presenca de outras
medicacdes anticoagulantes n&o é conhecida.

Precaucoées

* Apenas para uso externo

* A esterilidade ndo é garantida se a embalagem estiver violada ou aberta

» Se a embalagem estiver violada, descarte-a

* Evite o contato com os olhos

* Utilize técnicas assépticas

* Nao esterilize novamente

* A reutilizagao causara risco de infecgéo e perda de eficacia

* Pode ser necessario um tempo de compressao mais longo para pacientes
hipertensos, obesos ou em terapias anticoagulantes induzidas por farmaco

Condi¢gées de armazenamento

Mantenha seco. Mantenha longe do calor (incluindo o armazenamento sob luz solar
direta ou contato direto com fontes de calor). Armazene a temperatura de 25 °C (77 °F)
ou abaixo.

significa uso somente com receita médica

significa sistema de barreira estéril
significa dispositivo médico

© 2020 Z-Medica, LLC. Todos os direitos reservados. As marcas comerciais da Z-Medica estao registradas
nos Estados Unidos e em outros paises. Tegaderm™ é uma marca comercial da 3M.
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Instrugoes para uso

Portuguese

(1) Remova a compressa hemostatica da embalagem e
coloque-a em um campo estéril utilizando técnica asséptica.
N&o umedega a compressa com soro fisiologico antes de
utiliza-la.

(2) Coloque a compressa hemostatica no local da pungéao.
Aplique compressao manual a compressa por pelo menos

5 minutos ou até que o sangramento cesse. Obs.: Pungdes
arteriais utilizando dilatadores grandes exigirdo um tempo de
compressao manual mais longo. Apds a colocagao da
compressa hemostatica, os profissionais de saude séo
incentivados a continuar utilizando o padrao de tratamento
da sua Instituigao referente ao tratamento do local, tempo

de deambulacao e tempo para alta do paciente.

(3) Sem mover ou levantar a compressa, aplique a
bandagem adesiva Tegaderm ou equivalente sobre a
compressa e tubos, portas, cateteres percutaneos ou
equipos enquanto mantém compressao manual sobre a
compressa. Firme a bandagem adesiva a pele.

(4) A compressa hemostatica deve ser trocada a cada 24
horas ou com mais frequéncia, se necessario. Para trocar a
bandagem, descole com delicadeza a bandagem adesiva e
remova com cuidado a compressa.
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OnucaHue

Nanenne QuikClot® Interventional® coctouT 13 nogknaaku, npeaHasHa4YeHHoW Ans
MCcnonb3oBaHUsA B coveTaHun ¢ nenkonnactolpeM 3M Tegaderm™ unu ero akBuBaneHToM.
Mogknagka coenaHa U3 MArkoro 6enoro CTepunbHOro rMapPodUNBEHOIO reMocTaTUYeCcKoro
nepeBsi304HOro Matepuana 1 UMeeT YNakoBKy AN cobrnofeHns CTEPUbHOCTU MPU BCKPbLITUX
MOBA3KU. JTOT NPOAYKT COAEPXKUT KAOMMH.

NMoka3saHusA K NpUMeHeHuro

QuikClot Interventional npymeHseTcs MECTHO, B Ka4ecTBe JOMNOSMTHEHUSA K PyYHOW KoMMpeccuu,

M NOKa3aH ANg MeCTHOrO Jle4eHUs U OCTaHOBKM MOBEPXHOCTHOIO KPOBOTEYEHUS N3 y4aCTKOB
AOCTYyMa K KPOBEHOCHBIM CcOCyAaM, NepKyTaHHbIX KaTeTepoB Unn Tpybok, Npy BBEAEHUN KOTOPbIX
ncnonb3yeTcst MHTpoabtocep ¢ obonoykon kanmbpom oo 12 Fr. unmn go 7 Fr. y nauneHTos,
nonyvarLwmx MegMKaMeHTO3HOe aHTUKOoarynsaHTHOe/Bbi3biBatoLLee aHTUKOarynsaHTHbIA addekT
neyeHwue.

MpoTuBonokasaHus

QuikClot Interventional He npoBepsANcs Ha NauneHTax ¢ HapyLeHUs MU CBEPTLIBAEMOCTU KPOBM,
00yCnoBneHHbIMU CONyTCTBYIOLWMM 3aboneBaHneM (nevyeHu, novek unv apyrumm), n He nokasaH
ANS AaHHbIX KaTeropmm naumeHToB.

NMPEOOCTEPEXEHUA

Matepuan QuikClot Interventional npowen kKnuHU4Yeckne ncnbiTaHus, U ero aPEKTUBHOCTL Obina
NPOAEMOHCTPMPOBaHa TOMbKO Y NaLMeHTOB, MPUHUMABLUMX aHTUKOArynsiHTbl: renapvH,
knonugorpensa 6ucynedat n sapdapuH. 3 dektnBHocTb QuikClot Interventional B npucytcteum
APYrMX aHTUKoarynsaHTOB HEM3BeCTHa.

Mepbl NpegoCTOPOXKHOCTHU

* TonbKo A5 HApPY>XHOro NPUMEHEHMS

* CTepunbHOCTb He rapaHTUpPOBaHa, ecrnn ynakoBka NnoBpexaeHa unm BckpbiTa

* He ncnonb3oBatb, ecnv ynakoBka noBpexgeHa

* He ponyckaTb nonagaHus B rnasa

* [MpMeHATb € cobniogeHnemM npaBusl acenTuku

* He nogBepraTb NOBTOPHOW CTepunusauum

* [NloBTOPHOE NCMONb30BaHMeE NPUBEAET K PUCKY MHPULUMPOBaHUSA 1 noTepe addPeKTUBHOCTH

* [1ns nauneHTOoB C NOBbILIEHHBIM apTepuarnbHbIM AaBfieHneM, U30bITOYHOM Maccoun Tena unu
nony4varLwmx MeauKaMeHTO3HY aHTUKOarynsaHTHY0/BbI3bIBAKOLLYI0 aHTUKOArynaHTHbIM addekT
Tepanuio MOXeT notpebosaTbca 6onee AnuTensHOE BpeEMsS KOMMPeCccum

YcnoBua xpaHeHuUs
XpaHuTb B CyxoMm MecTe. bepeyb OT HarpeBaHusi, He Jornyckasa BO30eNCTBUS NPSIMbIX CONMHEYHbIX
nyyen NN KOHTaKTOB C UCTOYHUKaMK Tenna. XpaHutb npu Temnepatype 25°C unu Huxe.

Rx ONLY| 03HauaeT oTnyck TOMbKO Mo peuenTy Bpaya
03HauYaeT CTepUIibHYI0 BapbepHyo cuctemy

o3Ha4aeT MeguLIMHCKOe U3aenve

© 2020 Z-Medica, LLC. Bce npaBa coxpaHeHbl. ToproBble Mapku Z-Medica 3apeructpmpoBanbi B CLUA
1 gpyrmux ctpaHax. Tegaderm™ — ToproBas mapka komnaHun 3M.
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NHcTpyKuus

(1) U3BnekuTe remocTaTnyeckyto Noaknaaky u3 ynakoBku 1
NMOMecCTUTE ee B CTEPUITbHOE MECTO, cobntoaas CTEPUITbHOCTb.
Mepen NnpUMeHeHMEM He crieqyeT cMayvmBaTh NoAaKnaaky
hbU3NONOrM4YeCcKNM pacTBOPOM.

(2) MpunoxuTe remocTaTUYeCKyto NoaKNaaky K MecTy
KpoBoTedeHusa. MpumwkMmnte 1 yaepxusanTte Noaknaaky pykom B
TeyeHne He MeHee 5 MUHYT UNu 0 MOMEHTa OCTaHOBKM
KpoBoTedeHus. MNpumedanue. Mpu NyHKLUM apTepun ¢
MCronb3oBaHMeM paclumpuTenein 6onblumx pasmepos TpebyeTcs
6onee ANUTENbHbIA NEepUoa py4Hoi kKoMnpeccuu. Nocne HanoXeHus
reMocTaTU4eckon NoaKNaaku MeauUMHCKUM paBGoTHUKaM
pekoMeHyeTcsl UCMonb30oBaTb CTaHAapThbl CBOETo MEAULIMHCKOrO
yUpeXaeHns Mo yxoay 3a y4acTKOM KOXW, onpeaerneHuio nepuoaa
BOCCTaHOBIEHMS CNOCOGHOCTM NauueHTa nepeasuraTbCa U BpeMeHu
€ro BbIMUCKN.

(3) He nepeaBurasa n He nogHMMmas NoAKNaaky, HaknenTe
nenkonnactblpb Tegaderm unun ero SKBMBaNeHT Ha NOAKNaaKy,
yoepxmBas ee npu aTom pykon. MNpuknenTte nemnkonnacTtbipb K KOXE.

(4) M'emocTaTnyeckyto NOBA3KY crneayeT MeHATb OAUH pa3 B 24 yaca
nnbo npu HeobxogmmocTn Yawe. 1N CMeHbl OCTOPOXKHO CHUMUTE
nenkonsnacTblpb 1 OCTOPOXHO yaanuTe noaknaaky.
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Descripcion

QuikClot® Interventional® consiste en una almohadilla que se emplea junto con el vendaje
adhesivo 3M Tegaderm™ o equivalente. La almohadilla es una gasa hemostatica suave, blanca,
estéril e hidrofila envasada para poder retirarla de forma aséptica. Este producto contiene caolin.

Indicaciones

La venda QuikClot Interventional se aplica tdpicamente como complemento a la compresién
manual y esta indicada para el manejo y el control local de la superficie de la hemorragia en los
sitios de acceso vasculares, catéteres percutaneos o tubos que utilizan vainas introductoras de
hasta 12 Fr o hasta 7 Fr para pacientes en tratamiento anticoagulante inducido por farmacos.

Contraindicaciones

La venda QuikClot Interventional no ha sido probada en pacientes con trastornos hemorragicos
debidos a enfermedad subyacente (higado, rifidn u otros 6rganos) y no esta indicada para estas
poblaciones.

ADVERTENCIAS

QuikClot Interventional ha sido probado en ensayos clinicos y su eficacia se ha demostrado solo
en pacientes tratados con medicacion anticoagulante: heparina, bisulfato de clopidogrel y
warfarina. Se desconoce la eficacia de QuikClot Interventional en presencia de otros
medicamentos anticoagulantes.

Precauciones

« Para uso externo solamente

* No puede garantizarse la esterilidad si el paquete esta danado o abierto

* Debe desecharse si el embalaje esta dafiado

* Evitar el contacto con los ojos

« Utilizar técnicas asépticas

* No reesterilizar

* La reutilizacién causara riesgo de infeccion y pérdida de la eficacia

* Podria ser necesario mas tiempo de compresion en pacientes hipertensos, obesos o que estén
recibiendo tratamientos anticoagulantes inducidos por farmacos

Condiciones de almacenamiento
Mantener seco. Mantener alejado del calor (incluyendo el almacenamiento bajo la luz directa
del sol o en contacto directo con fuentes de calor). Almacenar a temperaturas de 25 °C o0 menos.

Rx ONLY| significa que solo se puede utilizar con receta médica

significa sistema de barrera estéril

significa dispositivo médico

© 2020 Z-Medica, LLC. Todos los derechos reservados. Las marcas comerciales de Z-Medica estan
registradas en los Estados Unidos y en otros paises. Tegaderm™ es una marca comercial de 3M.
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Instrucciones

(1) Retirar la almohadilla hemostatica del envase y colocarla
en el campo estéril, empleando una técnica estéril. No mojar
la almohadilla con solucion salina antes de usarla.

(2) Colocar la almohadilla hemostatica sobre el sitio de
puncién. Aplicar compresion manual sobre la almohadilla
durante al menos 5 minutos o hasta quecese la hemorragia.
Nota: Las punciones arteriales con dilatadores grandes
necesitaran mayor tiempo de compresion manual. Después
de colocar la almohadilla hemostatica, se recomienda a los
profesionales sanitarios que sigan las normas asistenciales
de su centro referentes al cuidado del sitio de puncion, el
M tiempo hasta la deambulacion y el tiempo hasta el alta del
paciente.

(3) Sin mover ni levantar la almohadilla, aplicar una venda
adhesiva Tegaderm o equivalente mientras se mantiene la
compresion manual sobre la almohadilla. Sujetar la venda
adhesiva a la piel.

(4) La almohadilla hemostatica deberia cambiarse cada 24
horas o con mayor frecuencia, si es necesario. Para cambiar
el vendaje hay que despegar suavemente el vendaje
adhesivo y retirar con cuidado la almohadilla.
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Beskrivning

QuikClot® Interventional® bestar av en kompress som skall anvéndas tillsammans med

3M Tegaderm™ héaftférband eller likvardig produkt. Kompressen ar ett mjukt, vitt, sterilt, hydrofiliskt
hemostatiskt férband och ar forpackad for aseptisk borttagning. Denna produkt innehaller kaolin.

Indikationer

QuickClot Interventional appliceras topikalt som komplement till manuellt tryck och ar indikerat foér
den lokala hanteringen och kontrollen av ytblédning fran vaskuldra atkomstplatser, perkutana
katetrar eller tuber som anvénder inféringshylsor upp till 12 Fr. eller upp till 7 Fr. pa patienter med
lakemedels-/inducerad antikoagulationsbehandling.

Kontraindikationer
QuikClot Interventional har inte testats pa patienter med blédningssjukdomar som beror pa
underliggande sjukdomar (lever, njure eller annat) och ar inte indikerat fér dessa populationer.

VARNINGAR

QuikClot Interventional har testats i kliniska prévningar och dess effekt har endast pavisats hos
patienter som behandlats med antikoagulationsldkemedel: heparin, klopidogrelbisulfat och warfarin.
Effekten av QuikClot Interventional vid fdrekomst av andra antikoagulationslakemedel &r inte kénd.

Forsiktighetsatgarder

* Endast fér externt bruk

« Steriliteten kan inte garanteras om férpackningen ar skadad eller 6ppnad

» Kassera om férpackningen ar skadad

* Undvik kontakt med 6gon

* Anvand aseptisk teknik

* Omsterilisera inte

« Ateranvéndning leder till infektionsrisk och effektférlust

* Tryck kan behdéva appliceras langre tid fér patienter som ar hypertoniska, éverviktiga eller som
genomgar lakemedelsinducerade antikoagulationsterapier

Forvaringsforhallanden
Forvaras torrt. Férvaras skyddat fran varme (inklusive férvaring i direkt solljus eller i direkt
kontakt med varmekallor). Férvaras vid temperaturer pa hogst 25 °C.

Kontraindikationer

QuikClot Interventional har inte testats pa patienter med blédningssjukdomar som beror pa
underliggande sjukdomar (lever, njure eller annat) och ar inte indikerat for dessa populationer.

innebéar att produkten &r receptbelagd
betyder sterilbarriarsystem

betyder medicinteknisk produkt

© 2020 Z-Medica, LLC. Alla rattigheter forbehalles. Z-Medicas varumarken ar registrerade i Férenta staterna
och andra lénder. Tegaderm™ &r ett varumérke som tillhér 3M.
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Instruktioner

(1) Ta ut den hemostatiska kompressen ur férpackningen
och placera kompressen idet sterila faltet med steril teknik.
Fukta inte kompressen med koksaltlésning fére anvandning.

(2) Placera den hemostatiska kompressen pa punkturplatsen.
Applicera manuellt tryck pa kompressen i minst 5 minuter
eller tills blédningen upphdr. Anm: Tryck maste appliceras
l&ngre tid for arteriella punkturer som anvander stora dilatorer.
Efter placering av den hemostatiska kompressen uppmanas
sjukvardpersonal att fortsatta den vardstandard de anvander
vid sin institution med avseende pa vard av punkteringsstallet,
tid till gangférmaga och tid till patientutskrivning.

‘ (3) Utan att flytta eller lyfta kompressen, lagg Tegaderm®
haftbandage eller likvardig produkt pa kompressen medan
manuellt tryck pa kompressen uppratthalls. Fast
haftbandaget pa huden.

(4) Den hemostatiska kompressen skall bytas var 24:e timme
eller oftare, om sa erfordras. For att byta férbandet, dra
forsiktigt av haftbandaget och ta varsamt bort kompressen.
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Aciklama

QuikClot® Interventional ®, 3M Tegaderm™ yapigkan bandaj veya esdegeri ile birlikte kullanilacak
bir pedden olusur. Ped, yumusak, beyaz, steril, hidrofilik hemostatik bir sargidir ve aseptik giderme
icin ambalajlanmigtir. Bu Grtin Kaolin igerir.

Endikasyonlar

QuikClot Interventional manuel komprese ek olarak topikal olarak uygulanir ve ila¢/indiklenmis
anti-koagulasyon tedavisi géren hastalar i¢in vaskuler erigsim alanlarindan gelen kanama
ylzeylerinin yerel yénetimi ve kontroll, 12 Fr.ye veya 7 Fr.ye kadar introduser kiliflari kullanan
deri alti kateter veya tupleri igin endikedir.

Kontrendikasyonlar
QuikClot Interventional, altta yatan hastalik (karaciger, bobrek veya digerleri) nedeniyle kanama
bozukluklari olan hastalarda test edilmemistir ve bu populasyonlar i¢in endike dedgildir.

UYARILAR

QuikClot Interventional, klinik calismalarda test edilmistir ve etkisi sadece su antikoagilasyon
ilaglari ile tedavi edilen hastalarda gdsterilmistir: heparin, Klopididrol bisulfat ve varfarin. Diger
antikoagllasyon ilaglarin varliginda QuikClot Interventional’in etkisi bilinmemektedir.

Onlemler

* Yalnizca harici kullanim igindir

 Paket hasar gérmus veya acilmigsa sterillik garanti edilmemektedir

» Paket hasar gérmisgse atin

» Gbzlere temasindan kaginin

* Aseptik teknikler kullanin

* Yeniden sterilize etmeyin

* Yeniden kullanim, enfeksiyon riskine veya etkinlik kaybina neden olacaktir

* Hipertansiyonu olan, obez ya da ilag indukli antikoagtlan tedavisi goéren hastalar icin daha uzun
kompres suresi gerekebilir

Saklama Kosullari

Kuru yerde tutun. Isidan koruyun (dogrudan giines 1siginda veya isi1 kaynaklari ile dogrudan temas
halinde saklama dahil). 25°C veya daha diisik sicakliklarda saklayin.

Rx ONLY| sadece regeteyle kullanilabilecedi anlamina gelir

steril bariyer sistemi anlamina gelir

tibbi cihaz anlamina gelir

© 2020 Z-Medica, LLC. Tum haklari sakhdir. Z-Medica ticari markalari Amerika Birlesik Devletleri ve
diger ulkelerde tescillidir. Tegaderm™ bir 3M ticari markasidir.
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Talimatlar

(1) Hemostatik pedi ambalajindan c¢ikarin ve pedi steril
bir teknik kullanarak steril bir alana alin. Kullanmadan
once pedi tuzlu suyla islatmayin.

(2) Hemostatik pedi kesigin oldugu bdlgeye yerlestirin.
En az 5 dakika veya kanama durana dek ped Uzerine
elle kompresyon uygulayin. Not: Blyuk dilatérler kullanan
arteriyel punktirler daha uzun manuel kompres siresi
gerektirir. Hemostatik pedin yerlestiriimesini takiben, saglik
uzmanlarinin, yaralanma bdélgesi bakimina, hastaneye yatis
suresine ve hastaneden taburcu olma siresine iligkin bakim
standardina uymayi strdirmeleri tesvik edilmektedir.

(3) Pedi hareket ettirmeden veya kaldirmadan, ped Uzerine
manuel kompresi strdurlirken ped lzerine bir Tegaderm
yapiskan bandaj veya esdegerini uygulayin. Yapigkan
bandaiji cildin Gzerinde sabitleyin.

(4) Hemostatik ped gerekirse, her 24 saatte bir veya daha sik
degistiriimelidir. Bandaji degistirmek i¢in yapiskan bandaji
nazik bicimde kaldirin ve pedi ¢ikarin.

Turkish 30 of 30



